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Congress Passes Bill Addressing Drug Shortages
Kathleen Ream, Director of Government Affairs

The Senate passed 92 to 4 the Food and Drug Administration Safety 
Innovation Act on June 26, readying the bill for President Obama’s 
signature. The House passed the compromise legislation by voice vote 
on June 20. The four senators who voted against the compromise were 
Republicans Rand Paul of  Kentucky, Richard M. Burr of  North Carolina, 
and Tom Coburn of  Oklahoma, as well as independent Bernard Sanders 
of  Vermont.

The bill includes drug shortage notification language that makes 
particular reference to drugs used during surgery and emergency care. 
The Senate amended the drug shortage notification provision in its 
original bill to require manufacturers of  drugs used in the provision of  
surgery and emergency care to report permanent discontinuances or 
temporary shortages. The original draft only included “life-supporting” and 
“life-sustaining” drugs.

Furthermore, the final bill also includes language which expanded one of  
the required Government Accountability Office studies to evaluate how 
providers are compensating for a lack of  access to preferred drugs in 
caring for their patients and whether there are impediments to their ability 
to adjust accordingly that can be ameliorated.

President Obama signed the bill into law on July 9, 2012.

AAEM and AAEM/RSA actively worked on the passage of  the bill and its 
provisions dealing with drug shortages to ensure that the concerns of  
emergency medicine were taken into consideration.

Screening Claim Cannot Succeed Minus Evidence 
Hospital Failed to Follow Policies
On March 14, 2012, the U.S. District Court for the District of  Colorado 
granted summary judgment to a hospital after finding that plaintiffs, 
parents of  a girl who died of  severe dehydration after being treated for 
pneumonia in a hospital emergency department, failed to raise a genuine 
issue of  fact that the hospital violated EMTALA (Etter v. Bibby, D. Colo., 
No. 1:10-cv-557, 3/14/12).

The Facts
On March 22, 2008, Gabrielle Etter, an active thirteen-year-old teenager, 
was taken by her mother and grandmother to Delta County Memorial 
Hospital’s (DCMH) ED. Etter was evaluated by a triage nurse, who 
collected information relating to Gabrielle’s medical history, current 
medications she was taking, and her reason for visiting the hospital. 
During this evaluation, Etter’s vital signs were measured, and the patient 
described her pain level. Based on her initial intake assessment, the 
nurse classified Etter in triage category NU, non-urgent.

Forty minutes later, ED physician Charles Bibby collected Etter’s medical 
history, performed a physical examination, and ordered a chest X-ray 
and multiple laboratory studies. “Blood and urine were collected to 
perform a panel of  laboratory studies, but two tests were canceled 
by an unidentified hospital employee because of  an insufficient blood 
volume in the original sample.” Because Gabrielle’s chest X-ray indicated 
pneumonia, the blood tests suggested a bacterial infection, and the 

urinalysis potentially indicated dehydration, “Bibby determined that 
additional tests were not medically necessary. Because he did not want 
to subject Gabrielle to more blood draws, Dr. Bibby approved the previous 
cancellation of  additional tests and diagnosed Gabrielle with influenza 
and pneumonia … He ordered pain medications and antibiotics to treat 
Gabrielle’s symptoms and illness. These medications were administered 
in the ED and prescribed to be taken at home following discharge.” Before 
releasing Etter, the nurse collected the patient’s discharge vital signs. 
Etter was discharged on March 22, 2008, and returned home. On March 
23, 2008, Gabrielle Etter died.

Plaintiffs Johanna and Arthur Etter brought four claims on behalf  of  their 
daughter against Dr. Charles Bibby, Dr. Timothy Meilner, and DCMH. 
Three claims allege negligence and a breach of  duty of  care under 
state malpractice law by all three defendants, and a fourth claim alleges 
that Defendant DCMH violated EMTALA. Because DCMH has an ED, 
under EMTALA it has two obligations to patients requesting service: 1) it 
must conduct an “appropriate medical screening examination” (MSE) to 
determine the existence of  an emergency medical condition (EMC); and 
2) if  the hospital acquires actual knowledge of  an EMC, it must carry out 
“treatment as may be required to stabilize the medical condition.” Plaintiffs 
alleged that the hospital did not meet either of  these obligations in its 
assessment and treatment of  their daughter. DCMH alleged that Plaintiffs 
failed to show a genuine issue of  material fact regarding either Gabrielle’s 
MSE or her EMC diagnosis and stabilization. At issue in this case was 
Defendant DCMH’s Motion for Summary Judgment on both the EMTALA 
claim and the state malpractice claims.

The Ruling
In making a determination of  whether Defendant treated Etter in the 
same manner as other patients, the court does not assess the adequacy 
of  DCMH’s MSE policies. Rather, the federal court must consider only 
whether the policies were followed. “In support of  their MSE claim, 
Plaintiffs bring three arguments: 1) Defendant DCMH carried out an 
insufficient panel of  metabolic tests; 2) it failed to administer additional 
tests which ought to have been administered; and 3) it violated its policy 
when it assigned Gabrielle to an incorrect triage category.”

The court determined that as “a threshold matter, the first two arguments 
fail to claim a violation of  hospital policy … Defendant DCMH’s MSE 
policy requires a physician’s medical screening to include the collection of  
a patient history, an appropriate physical examination, and a supportive 
diagnostic evaluation … Dr. Bibby’s actions,” wrote the court, “fall well 
within those dictated by Defendant DCMH’s medical screening policy … 
Every ED has a multitude of  medical tests at its availability; whether or 
not the tests are performed on a given patient is up to the discretion of  
trained professionals. Unless mandated by hospital policy, I decline to 
intervene and dictate which tests could or should have been administered. 
Plaintiffs have not identified a DCMH policy which was violated by the 
absence of  additional medical tests and have failed to identify a genuine 
issue of  material fact with respect to Gabrielle’s MSE.”
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Likewise, the district court found that the Etters did not provide any 
admissible evidence in support of  their third argument: “Plaintiffs allege 
that Defendant DCMH violated its policy when it assigned Gabrielle an 
arguably incorrect triage category … Defendant DCMH’s triage policy 
requires nursing personnel to evaluate the symptoms of  each patient 
arriving in the ED and classify the immediacy of  their medical needs 
into one of  four categories. The purpose of  this policy is to assure 
that patients are treated by physicians in a timely fashion … Plaintiffs 
argue that … based on the severity of  her symptoms, Gabrielle should 
have been classified as having an ‘emergent’ medical condition. This 
classification mandates a physician evaluation within five to ten minutes. 
Gabrielle was seen by Dr. Bibby within forty minutes. Plaintiffs have failed 
to present evidence that a thirty-minute delay from ten to forty minutes 
actually impacted Gabrielle’s diagnosis or treatment. In the absence of  
this evidence, these thirty minutes amount to a de minimus variation 
from Defendant DCMH’s policy; this does not amount to a violation of  
the policy. Plaintiffs have, therefore, failed to identify a genuine issue 
of  material fact about whether Gabrielle was afforded an appropriate 
MSE; any challenge to the medical diagnosis by Plaintiffs rests in their 
negligence claims, not EMTALA.”

The Etters also contended that the hospital failed to stabilize their 
daughter. When a hospital knows that a patient has an EMC, it must 
stabilize the patient before transfer or discharge. When the patient 
has no diagnosed EMC, the duty to stabilize does not apply. “Under 
this standard,” acknowledged the district court, “Plaintiffs must show 
that Defendant DCMH had actual knowledge.” The court found that 
“Defendant DCMH has shown that its medical personnel had no actual 
knowledge of  an EMC … In the absence of  actual hospital knowledge, 
there is no EMTALA liability for failure to stabilize.”

The federal court continued by explaining that “[a]lthough Plaintiffs argue 
that EMTALA liability can attach in the absence of  actual knowledge, 
when it should have known that there was an EMC, there is no legal 
authority supporting this proposition. In fact, every circuit considering the 
issue has reached the opposite conclusion: actual knowledge of  an EMC 
is a prerequisite to the duty to stabilize … The reason for this conclusion 
is apparent: if  EMTALA dictated a `should have known’ standard, it would 
swallow malpractice and overextend Congress’ intended reach.” 

Defendant DCMH’s motion for summary judgment on Plaintiffs’ EMTALA 
claims was granted. And because the jurisdiction over Plaintiffs’ 
malpractice claims was dependent upon the court’s jurisdiction over the 
EMTALA claim, the federal judge declined to “exercise supplemental 
jurisdiction over what are uniquely state law claims … Accordingly, it is 
also ordered that Plaintiff’s three claims for relief  under malpractice are 
dismissed without prejudice.”

The Full text of  the court’s decision can be accessed at 
http://law.justia.com/cases/federal/district-courts/colorado/
codce/1:2010cv00557/118195/98

EMTALA Amendment for Hospital‑Owned Ambulances 
Applies Retroactively
On November 4, 2011, in reconsidering its earlier decision, the U.S. 
Court for the Southern District of  Indiana granted summary judgment 

to a hospital, finding that the plaintiffs failed to show they “came to” the 
hospital’s ED as required to maintain a claim under EMTALA. The court 
determined that, in light of  a regulatory amendment clarifying the term 
“comes to the emergency department” as it relates to hospital-owned 
ambulances, it had not properly considered the retroactive application of  
a regulation for purposes of  EMTALA (Beller v. Health & Hospital Corp. of  
Marion County, S.D. Ind., No. 1:03-cv-889, 11/4/11).

The Facts  
This court’s prior decision refusing to grant Defendant Health and 
Hospital Corporation of  Marion County, Indiana, d/b/a Wishard Memorial 
Hospital d/b/a Wishard Ambulance Service, was first reported in the Fall 
2011 issue of  Common Sense, “Summary Judgment on Stabilization 
Claim Denied to Ambulance-Owning Hospital,” at www.aaem.org/
UserFiles/file/commonsense1111.pdf. 

On behalf  of  her son Joshua Beller, Melissa Welch filed suit alleging 
that Wishard violated EMTALA by failing to stabilize Beller’s emergency 
medical condition before he and his mother were transferred on June 14, 
2001. Wishard filed a motion for summary judgment, which on June 17, 
2011, the district court denied. As described in the Fall 2011 Common 
Sense article, at issue was whether a 2003 amendment to 42 C.F.R. § 
489.20 applied retroactively to an alleged EMTALA violation that occurred 
in 2001. The 2001 version of  § 489.20 defined “comes to” the ED to 
mean “that the individual is on the hospital property,” which includes 
hospital-owned ambulances, “even if  the ambulance is not on hospital 
grounds.” The 2003 amendment clarified that hospital-owned ambulances 
are not considered to have “come to” the hospital’s ED if  they are 
operating under a community-wide emergency medical service (EMS) 
protocol and are diverted to the closest appropriate facility. Wishard’s 
hospital-owned ambulance was operating under a community-wide EMS 
protocol when it transported plaintiffs to another hospital. The court 
ruled that at the time of  the incident the exceptions did not exist, making 
granting summary judgment inappropriate. 

Defendant Wishard responded to the decision by filing a motion 
for reconsideration. Specifically, Wishard contended that the 2003 
amendment, adopted by the U.S. Department of  Health and Human 
Services (DHHS), “clarifying the term ‘comes to the emergency 
department’ applies retroactively, and as such, Plaintiffs cannot maintain 
a claim under the EMTALA.” As such, Wishard urged the court to 
grant summary judgment in its favor, citing “Seventh Circuit case law 
recognizing that an agency’s regulation or rule that clarifies an unsettled 
or confusing area of  law may be applied retroactively.”

The Ruling
Where Wishard argued that the 2003 amendment to the EMTALA should 
be applied retroactively because it was a clarification of  the DHHS’ 2001 
interpretation, Plaintiffs maintained that “the 2003 amendment was not a 
mere clarification to the DHHS’ 2001 regulation, but a substantive change 
to the regulation that precludes any retroactive effect; therefore, DHHS’ 
2001 interpretation of  the term should apply.” Drawing on Seventh Circuit 
precedent, the court determined that the “2003 Regulation promulgated 
by the DHHS can be viewed as a clarification amendment because the 
DHHS intended to alleviate confusion surrounding ambulances operating 
under EMS protocols. For example, the DHHS stated that its reason 

Continued on next page
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Law and Emergency Medicine:

Indemnification Clauses in Emergency Physician Contracts
Larry D. Weiss, MD JD FAAEM

Law and Emergency Medicine is a new feature 
that will be appearing regularly in Common 
Sense. Articles will focus on legal, regulatory, and 
political issues that affect emergency physicians. 
We need and welcome your feedback, and if  
you have expertise you would like to share with 
other members of  the Academy, we also welcome 
article submissions. Please contact the editor at 
cseditor@aaem.org.

Most of  the abusive, and frankly exploitative, practices in emergency 
medicine directly emanate from provisions in emergency physician 
contracts. One of  the newer, more ominous, and increasingly common 
contractual clauses attempts to saddle emergency physicians with 
uninsurable risks. These clauses have the innocuous title of  “hold 
harmless” or “indemnification” clauses. Often, the language appears 
deceptively evenhanded, stating that all parties to the contract will hold 
each other harmless or indemnify each other.

To “indemnify” or to “hold harmless” means to insure another party’s 
risk. The danger lies in the fact that in the ordinary course of  clinical 
activities, these clauses often result in one-way indemnification whereby 
emergency physicians protect their employers, their contract groups, 
or their hospitals. Generally, under these agreements, an allegedly 
negligent party indemnifies other parties at risk due to “vicarious liability.” 
Employers have vicarious liability for  acts  their employees commit in 
the ordinary course of   employment. This applies to groups or hospitals 
employing physicians. Likewise, contract holders and hospitals may have 
vicarious liability for independent contractor physicians if  the patient 
reasonably concluded that the physician acted as an apparent agent of  
the hospital.

If  a patient files a medical malpractice case against you, alleges vicarious 
liability against your hospital, and you signed a contract agreeing to 
indemnify the hospital—you will pay for the hospital’s attorney fees, court 
costs, and any jury verdict rendered against the hospital! You may also 
have to pay for any settlement agreements whereby the hospital makes a 

payment to the plaintiff. However, virtually no medical malpractice policies 
provide coverage for indemnification agreements. Thus, the physician 
will have uninsured risks resulting in personal liability. Not only do these 
clauses force you to assume uninsurable risk, in reality, the obligations 
are not mutual. When will a plaintiff allege primary negligence on the 
part of  a hospital and then claim that you have vicarious liability? This 
never happens, because you will not have responsibility for the acts of  a 
hospital or an employer.

Several years ago when I served as in-house counsel for a large 
physician-owned emergency medicine group, a hospital administrator 
insisted that our group sign an indemnification clause as a condition 
for maintaining the contract to manage the emergency department. 
We looked all over the United States and Europe and could not find 
a malpractice policy that covered indemnification. Finally, we told the 
hospital administrator we would agree to indemnify the hospital if  he 
could find us a policy that covered indemnification. He finally relented 
when he realized that no such policy existed.

The presence of  an indemnification clause in a physician contract 
should provide notice to the physician that something is wrong with the 
position being offered. Perhaps an overzealous attorney inserted the 
clause into the contract. On the other hand, a hospital or group may 
have inserted the indemnification clause in an effort to take advantage of  
unwary physicians. AAEM considers this an ominous practice worthy of  
condemnation. Therefore, at its February 2012 meeting, the AAEM board 
of  directors approved a position statement declaring that emergency 
physician contracts should not include indemnification clauses. (Position 
Statement can be read at  
www.aaem.org/em-resources/position-statements.)

In summary, indemnification clauses create uninsurable risks for 
physicians. They often represent a deceptive attempt to unfairly shift risk 
to unwary physicians. Physicians who discover such a clause in their 
contracts should either look for another job or retain the services of  a 
contract attorney if  they otherwise find the offered position desirable.   ■

for adopting the 2003 Regulation was ‘to clarify the responsibilities of  
hospital-owned ambulances so that these ambulances can be more 
fully integrated with citywide and local community EMS procedures for 
responding to medical emergencies’.” 

The court gave “deference to the DHHS’ interpretation of  the 2003 
regulation as a clarifying amendment to 42 C.F.R. §489.24 as it relates 
to hospital-owned ambulances operating under communitywide EMS 
protocols. Moreover, the court finds that the 2003 Regulation may be 
retroactively applied in this case because DHHS’ clarification of  the 
EMTALA’s reach over hospital-owned ambulances operating under EMS 
protocols had been a constant source of  confusion for hospitals.”

Upon reconsideration, the court concluded that it committed an error 
of  law when it previously denied Wishard’s summary judgment motion 

“without regard to the Seventh Circuit’s rulings with respect to retroactive 
application of  administrative regulations. In light of  the Court’s review of  
the law, the Court finds the 2003 Regulation is controlling and applies 
retroactively in regards to interpreting the term ‘comes to the emergency 
department’ under 42 C.F.R. § 489.24.” 

The court granted Wishard’s motion for reconsideration, entitling 
defendant to summary judgment as a matter of  law. The court also 
vacated its previous decision.

To review the full text of  the district court’s opinion, go to 
http://law.justia.com/cases/federal/district-courts/indiana/
insdce/1:2003cv00889/2739/143 ■    

EMTALA case synopsis prepared by Terri L. Nally, Principal, KAR 
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